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— The MAILING DATE of this communication appears on the cover sheet with the correspondence address — 
Period for Reply 

A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) FROM 
THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1 . 1 36(a). In no event, however, may a reply be timely filed 
after SIX (6) MONTHS from the mailing date of this communication. 

- If the period for reply specified above is less than thirty (30) days, a reply within the statutory minimum of thirty (30) days will be considered timely. 

- If NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing dale of this communication. 

- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 1 33). 

- Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
earned patent term adjustment. See 37 CFR 1.704(b). 

Status 

1 )I3 Responsive to connnnunication(s) filed on 20 October 2003 . 
2a)S This action is FINAL. 2b)^ This action is non-final. 

3) n Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayle, 1935 CD. 11, 453 O.G. 213. 
Disposition of Claims 

4) ^ Claim(s) 24-29 is/are pending in the application. 

4a) Of the above claim(s) is/are withdrawn from consideration. 

5) 0 Claim(s) is/are allowed. 

6) IEI Claim(s) 24-29 is/are rejected. 

7) U\ Claim(s) is/are objected to. 

8) n Claim{s) are subject to restriction and/or election requirement. 

Application Papers 

9) [I] The specification is objected to by the Examiner. 

10)0 The drawing(s) filed on is/are: a)n accepted or b)^ objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1 .85(a). 
11 )□ The proposed drawing correction filed on is: a)^ approved b)^ disapproved by the Examiner. 

If approved, corrected drawings are required in reply to this Office action. 

12) 0 The oath or declaration is objected to by the Examiner. 
Priority under 35 U.S.C, §§119 and 120 

13) 13 Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 119(a)-(d) or (f). 

a)[ElAII b)n Some*c)n None of: 

1 Certified copies of the priority documents have been received. 

2.n Certified copies of the priority documents have been received in Application No. . 



3.^ Copies of the certified copies of the priority documents have been received in this National Stage 
application from the International Bureau (PCT Rule 17.2(a)). 
* See the attached detailed Office action for a list of the certified copies not received. 

14) 0 Acknowledgment is made of a claim for domestic priority under 35 U.S.C. § 1 1 9(e) (to a provisional application). 

a) Q The translation of the foreign language provisional application has been received. 

15) n Acknowledgment is made of a claim for domestic priority under 35 U.S.C. §§ 120 and/or 121. 
Attach ment(s) 



1) n Notice of References Cited (PTO-892) 

2) □ Notice of Draftsperson's Patent Drawing Review (PTO-948) 

3) n Information Disclosure Statement(s) (PTO-1449) Paper No(s). 



4) [U Interview Summary (PTO-413) Paper No(s). 

5) □ Notice of Informal Patent Application (PTO-152) 

6) n Other: 



U.S. Patent and Trademark Office 
PTO-326 (Rev. 04-01) 
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DETAILED ACTION 
Claim Objections 

Claim 25 is objected to because of the following informalities: amendment to the claim 
number is not underlined. Appropriate correction is required. 

Claim Rejections - 35 USC § 112 
The following is a quotation of the second paragraph of 35 U.S.C. 112: 

The specification shall conclude with one or more claims particularly pointing out and distinctly claiming the 
subject matter which the applicant regards as his invention. 

Claims 25-29 are rejected under 35 U.S.C. 1 12, second paragraph, as being indefinite for 
failing to particularly point out and distinctly claim the subject matter which applicant regards as 
the invention. 

Claim 25 does not indicate the claim on which it is dependent, as such, the composition 
referred to is not set forth in the claim. Claims 26-29 are dependent on Claim 25 and do not cure 
the rejection. 

Claim Rejections - 35 USC § 102/103 
The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that form the 
basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public use or on 
sale in this country, more than one year prior to the date of application for patent in the United States. 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set forth in 
section 102 of this title, if the differences between the subject matter sought to be patented and the prior art are 
such that the subject matter as a whole would have been obvious at the time the invention was made to a person 
having ordinary skill in the art to which said subject matter pertains. Patentability shall not be negatived by the 
manner in which the invention was made. 
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Claims 24-28 are rejected under 35 U.S.C. 102(b) as being anticipated by or, in the 
alternative, under 35 U.S.C. 103(a) as obvious over JP 61286327 (Abstract). 

JP 61286327 expressly discloses an ointment containing nitroglycerin 10, lactose 90, 
25% H20-containing lanolin 600 and white Vaseline® to 1000 g falling within the scope of 
applicant's claims. 

Alternatively, at the very least the claimed invention is rendered obvious within the 
meaning of 35 USC 103, because the prior art discloses products and uses that contain the same 
exact ingredients/components as that of the claimed invention. See In re Fitzgerald, 205 USPQ 
594 (CCPA 1980). See also In re May, 197 USPQ 601, 607 (CCPA 1978). 

Examiner has duly considered Applicant's arguments but deems them unpersuasive. 

Applicant argues that the prior art reference is not enabled. However, it is clear from the 
reference that the ointment contains 10 grams of nitroglycerine, 90 grams of lactose, 600 grams 
lanolin of which 25% is water, and Vaseline up to 1000 grams. Simply listing the WANDS 
factors, without evidence supporting said factors, and concluding that it is readily apparent that 
the reference relied upon fails on all seven counts is not sufficient to overcome the rejection. See 
In re Wands, 8 USPQ2d 1400, 1404, 1407 (Fed. Cir. 1988) "Even if a reference discloses an 
inoperative device, it is prior art for all that it teaches." Beckman Instruments v. LKB Produkter 
AB, 13 USPQ2d 1301, 1304 (Fed. Cir. 1989). A recitation of the intended use of the claimed 
invention must result in a structural difference between the claimed invention and the prior art in 
order to patentably distinguish the claimed invention from the prior art. If the prior art structure 
is capable of performing the intended use, then it meets the claim. See In re Casey, 152 
USPQ 235 (CCPA 1967) and In re Otto, 136 USPQ 458, 459 (CCPA 1963). Thus, despite the 
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fact the claims recite an effective amount to treat erectile dysfunction, the limitation defines 
some amount and the prior art discloses an amount. The burden is on Applicant to show that that 
amount disclosed in the prior art does not fall within the scope of the limitations. 

Claims 24-29 are rejected under 35 U.S.C. 103(a) as being unpatentable over JP 
61286327 (Abstract) in view of Heaton et al.. 

JP 61286327 teaches that an ointment containing nitroglycerin 10, lactose 90, 25% H20- 
containing lanolin 600 and white Vaseline® to 1000 g which is effective in accelerating 
peripheral blood circulation. 

Heaton et al. teach that nitroglycerin applied topically is effective in dilating arterial 
blood vessels and treating impotence (See entire document). 

The difference between the prior art and the claimed invention is that the prior art does 
not expressly disclose a composition or produce consisting essentially of 10 wt% glyceryl 
trinitrate (10% in lactose), 44 wt% lanolin, 21 wt% white soft paraffin B.P. and 25 wt% 
demineralized water. However, the prior art suggests the same as topical compositions 
containing nitroglycerin, lactose, lanolin, white Vaseline ® and water are known in the art and 
nitroglycerin is known to be used topically to treat impotence. As such, it would have well 
within the skill of and one of ordinary skill in the art would have been motivated to modify the 
prior art as above depending on the amount of nitroglycerin desired for effective treatment of 
jmpotence and the desired consistency of the ointment base. 

Examiner has duly considered Applicant's arguments but deems them unpersuasive. 

In response to applicant's argument that the two references are nonanalogous art, it has 
been held that a prior art reference must either be in the field of applicant's endeavor or, if not, 
then be reasonably pertinent to the particular problem with which the applicant was concerned. 
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in order to be relied upon as a basis for rejection of the claimed invention. See In re Oetiker, 24 
USPQ2d 1443 (Fed. Cir. 1992). In this case, both relate to topical nitroglycerin compositions 
which clearly relate to applicant's field of endeavor and particular problem with which the 
applicant was concemed, i.e. the topical application of nitroglycerin. Applicant has made no 
showing that the Japanese reference has only utility for treatment of frostbite in rates. The fact 
that a method is disclosed in which frostbite in rats is treated does not preclude other uses. 
Further, as indicated above, a recitation of the intended use of the claimed invention must result 
in a structural difference between the claimed invention and the prior art in order to patentably 
distinguish the claimed invention from the prior art. If the prior art structure is capable of 
performing the intended use, then it meets the claim. Further, the fact Heaton discloses that 40% 
complained of head ache does not overcome the rejection herein. "A known or obvious 
composition does not become patentable simply because it has been described as somewhat 
inferior to some other product for the same use." In re Gurley, 31 USPQ2d 1 130, 1 132 (Fed. Cir. 
1994). 

Therefore, the claimed invention, as a whole, would have been prima facie obvious to 
one of ordinary skill in the art at the time the invention was made, because every element of the 
invention has been collectively taught by the combined teachings of the references. 

Conclusion 

Applicant's amendment necessitated the new ground(s) of rejection presented in this 
Office action. Accordingly, THIS ACTION IS MADE FINAL. See MPEP § 706.07(a). 
Applicant is reminded of the extension of time policy as set forth in 37 CFR 1.136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within TWO 
MONTHS of the mailing date of this final action and the advisory action is not mailed until after 
the end of the THREE -MONTH shortened statutory period, then the shortened statutory period 
will expire on the date the advisory action is mailed, and any extension fee pursuant to 37 
CFR 1.136(a) will be calculated from the mailing date of the advisory action. In no event, 
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however, will the statutory period for reply expire later than SIX MONTHS from the date of this 
final action. 

A facsimile center has been established in Technology Center 1600. The hours of 
operation are Monday through Friday, 8:45 AM to 4:45 PM. The telecopier number for 
accessing the facsimile machine is (703) 872-9306. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Frank Choi whose telephone number is (703) 308-0067 (Any 
inquiry on or after February 3, 2004 should be directed to Examiner's new telephone number, 
(571)272-0610). Examiner maintains a flexible schedule. However, Examiner may generally be 
reached Monday-Friday, 8:00 am - 5:30 pm (EST), except the first Friday of the each biweek 
which is Examiner's normally scheduled day off 

If attempts to reach the Examiner by telephone are unsuccessful, the Examiner's 
Supervisor, Mr. Thurman Page, can be reached on (703) 308-2927 (On or after February 3, 
2004 , on (571)272-0602). Additionally, Technology Center 1600's Receptionist and Customer 
Service can be reached at (703) 308-1235 and (703) 308-0198, respectively. 
FIC 

January 26, 2004 





JOHM 
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